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Roseanne Freese 

07/25/2003 03:Sl PM 

To: fdadockets@oc.fda.gov 
cc: dwiggin@cfsan.fda.gov, Susan ReidllTPIFas@Fas, Deborah 

ThompsonllTPIFas@Fas 
Subject: Affidavit Regarding WTOISPSIUSAI703 and 704 (Bioterrorism) 

Dear Sir/Madame: 

I am writing to swear and attest that a set of comments on WTO/SPS/USA/703 and 704 (Docket 
#2002N-0277 and #2002N-0275) consisting of an 11 -page fax sent by the Government of Japan to the 
USDA Foreign Agricultural Service Food Safety and Technical Services Division were received on 
Monday, July 7. 2003, the last day allowed for public comment on the two notifications. However, due to 
severe staff shortage and my own travel and unexpected illness, I was not able to relay these comments 
from the U.S. Enquiry Point to the Food and Drug Administration. I will fax this affidavit and the 
1 l-page set of comments received from the Government of Jpaapn over to your agency via fax number 

ions, please contact m  at the number below. “,“d,k”,‘,‘nf-I;r;e;;!fou have an-- & ~ 

United States Sanitary Phytos itary Enquiry Point Officer 
Food Safety and Technical Services 
International Trade Policy Division 
USDA Foreign Agricultural Service 
2026901642 
Roseanne.Freese@usda.gov 



TO : USDAIFAWFSTSD 

: Mr. Brian Grunenfelder 
Director, Asia and Americans Division 
Foreign Agricultural Service, USDA 

Tadashi SATO, Agricultural Attache 

Dear Sir / Madame : 

Please find attached the comments of Japanese Govcmment on the 
proposed regulations “Administrative Detention of Food for Hum 
Consumption” (GISPSNUSAnO4) and “Establishment and Maintenan 
(G/SPSNUSAI703) under the Public Health Security and Bioten-oris 
and Response Act of 2002. We will send the same paper to FDA and U! 

Along with our previously submitted comments on the proposed regulatia 
of Food Facilities” and “Prior Notice of Imported Food,” we would 
consideration and response to these questions and comments. 

If you have any questions about the timmen&, please let me know. 

With best regards, 

united States’ 
LIP or Animal 
e of Records” 

1 Preparedness 
iTR, as well. 

IS “Registration 
appreciate your 
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Questiorm and Comments by the $ovehment of japen on 
$tates’RoposedRegulation ‘f 1 - ’ trathe Detentin 
HUmlKlIOrAgimalCO cwumption (Article 303)” Under the 
Health Security add Biotemhm Reparednes~ vd Reep 
2002 (DOCKEX No. 02N-0276) 

The Government of Japan appreciates the opportuuity to provide 
the United Stetas’ propooed regulsti~n of “Arlminintrative Detentio 
Human or Animal Conuumption” under the Public Health Security 
Biotasloriam Preparedmao and Rerponse Act of 2003, 
States’ Federal Register May 9,2003 and noti5ed to the 
14,2OOS (GISPSIN/USA/704). !I& followings are our quest;ions and 

1. Que0tionB 
(1) We regard the condition for detention, “credible evidence or 
idicating the article presenti B threat of seriuu~ advercre health co& 
death to humsma m animalm,’ aa unclear. Pleame provide ti with uever 
comtituting %redible evidence m information.” 
(2) Sp~cdy, f or what purpose and how ie am inspection carried out 
-would natuwlly take several daye for the impection on certain itema 
remilto, would the &eight have to be kept deteined until the results o 
inspwtion ie obtained? 
(3) Under the proposed regulation, would the FDA send the Deteatio 
directly to the owner, operator, or agent in charge of the place where allicbof ’ 
food ia located even in cases where the owner, operatar, or ageat doee 
the U.S.? 

2. Commeata . 
(1) We reqneat that the FDA enmre the pmpoeed regulation to be 
the WI’0 agreement aad not to create an undue burden on lzade, 
(2) The W!PO Member’countxiee have to apply meamree only 
neccmeary to protect human, animal or plant lifb or health, based oa 
adentilic grounds under the Agreeknt oa the ~pplicatim 9 Ssai 
Phytoamnitary Measures (SPS Agreement). In light of the obligation; p 
the mientific grounda the FDA $akea into account in intruducing this 
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reg&tion, and whether the FDA applies the propoaed regulation a& 
extent necessary to aocoxnplish ita obectives. 
(3) We mquwt that for those exportan, who 
Detention of Food far Human or Animal 
regulation, the FDA eetablkh coneultation 
at the U.S: embauey and consulates in Japan. 
(4) The FDA ehould en&xre kaneparent 
prevent this e&ion &om becoming unueceaeary trade barrier or reekri 
the activities of private butieares. 
(6) In ad&tion to (4) 
the port for unkading, the P’DA should publish the fact of detention 
I-ulp0J-t Refueal Report. 
(6) when‘ the FDA geta any information relating to the detention, it sh 
such information to the 
(7) The regulation should rtipulate thpt sufficient oompeasation for th 
ehould be pr&ded when the detention ie found u-t. 
(8) In a ctme where a form uienufacturer makee proper regk&ration 
export to ttm U.S. 
regi&ation end the export is detained tar inepection, the regulation 8 
stipulate that the 
or via an importer/+porter other than the importer/exporter which m 
inumkpletf3 regiekation, 



Question and Commemta bytbe Government okjapan on United 
Stated Proposed Regulation~IE8tabliphment and &lainte 

I 

of 
Record (ArticIe 306Y Under the Public Health Security an 
Biotemrism Prepaiwdneee and Reqonse Act of2002 (DO TNo. 
OZN-0277) 

The Government of Japan apprkiate8 the opportunity to provide m ente on 
the United Stated proposed regulation of 7Mablimhment and Mainte tmce of 
Ftmwlap“ under Qm Public Heal+ Security and BiotemozWn Prepare earn and 

. Reepo& Act of 3002, published in the United Staten’ Federal Registe May 9, 
2003 and notified to the WTO Mmbera on May X,2003 (GISPSMNS 

‘i. 

03). The 
folhmingn are our queetiom and wmmente. 

1. Qlwtione 
. (1) Please dari@ the d&fion and content of “pa~kiu~.~ 

Before going thmugh the c-u&ma clearance, packed fkeighte will b 

I 

further 
fortified, for imtance, by hard cartona or wooden fiamea, in orrler to n eugthen 
resbtunce to bnid5on.e and atrikke during exporting pmcere. In thie 4, are hard 
cartans and wooden firunee that never contact food, as they merely for#r the - 
“packed” freighti, aleo included in ‘packiug’P 
{2) Plemse clarig the defbitioii end content of ‘holding.” . 

z 
In Japan, korder to go through the emtome clearance for the eipo tothe 

U.S., &eight-n mwt be trnneferred into bonded warehqrrpee or bonded ea aud be 
left there until acquiring the permirsion of export. Ie the restoration o y for 
receiving the permineion of export aleo.included in I?lolding?” f 

(3) 21CFR113 ~quiren automatic detention of canned foodm when de ’ tion of 
thormnl prorxmaing or sealing ie detect&, because the deviutim could lifkt- 
threatening. Will the Biotemmrjmu Act also order the automatic deten on or’ 
iuepection of records, when deviation in euch critical contml pointm ir etected? 
(4) Would the FTlAdirectly request for records or &.rectly inspect the rdmd 
&m that em located outaide the U.S.? Xf not, how would the FDA go bout 
obtaining euch recoTdJ3 or making Bucb impectlona? F ’ 

(61 Will the FDA accept infk-zua~on by fncuirnile or tmail wzitten h 
(61 Some producta am forwarded &urn the original factory to the leet 
Be~Bfal tdbtdbuUon basee. Do all of theme records have to be maid 
relation to Sectioti 905, is registration required for these relay 

. . 



(7) Will the records be published? 
(8) When the FDA requeeta the amass to the mords, how wN the 
betieea foreign count&a and the ‘U.S. be dealt with when consid 
frame required by the regulation7 
(9) This Article 306 stipulates that a foreign facility which holda 
wmmed in the U.S. must emtablish and maintain records at the pla 
facility. In this case, we pmmme that such a ibreign facility ie equal 
which is required to be regietered in Article 305, iamrcling to 
FDA in relation to thie regulation ‘draft, Proposed Rules” page 25191. 

In Japan, however, a warehouse company is in e poeitiw 
depoeited by the owner of the goods, and it ie not necessarily 
obtain infonaation of the goode with regard to exporta, such an wbe 
deetined to the U.S. or not. Therefore, we are of the view 
an aporter in Japan or an importer in the U.S. sh4d be deiined ar 
fncilitiee” under Article 305. 

Further, it im also our view that, as in t&e case of Article 305, an 
an exporter in Japan or an importer in the U.S. not a warebou~e co 
hold information about expcwt of foods, should be require 
maintaip rec=,de at the place of B fweign f&ility. Please clarify if tbie 
underatsading iE ciwmct or not, 
(10) According to Set 1.. 363, failure to emtablieh and main 
“prohibited acts.’ Will there be any criminal charger. filed m a 

sanctions imposed again& &me who committed ‘prohibited actsL e 
not r&de in tha U.S.? 

(1) We requeet that the FDA enmre~ the proposed regulation to be co 
the WTO sgrwment and not to create an undue burden on trade. 
(2) The WTO Matnber wuntriw have te apply meaaurea o&y to the 
n=ersPry la protect human, animal or phnt life or health, based 
eciaDfific gronndm under the -em-t on tbe Appiieation of S 
phgtosanitvy- (=S ligmement). In light of the obuati 
the acitittic gknda the FDA tiea in* account in introducing thie 
mpdation, and whether the FDA applieq i&~ pmpo& regulation o 
extent n-ary to accomplish its o&jecti&. 
(8) We repueot that for those who need k, ask about %&abliahment 
Mnintenance of Rec~rde’ under this proposed regulation, 
a~nmaltation beryice et&fed with Japaaeee epeaken at the U.S. cmb 
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. conaulatee in Japaa 
(4) The FDA should only require minimum information neceseary to b 

i 

kept aa 
reamd, EO as not to create an undue burden on private busineesee. 
(5) The FDA ehould give approgriab guidance to private buaineesee in 
cetabli&ing and maintaining the records erimothly, f& 8xampl+, by eh ’ wing a 
model of how recorde should be kept. 
(6) The scope of the contenta of the record required by the Bioterroris Act should 
be withim t&me required by current 21 CFR113,21CFRll4, and 2lCl? 123 foi the 
seafood HACCP reguhtioxm. 
(7) In Fsquiring a record of raw material UF a product, the VA ebould . ‘t ita 
requirm8nt’to that of ardor ingredienta of the pmduct. i 
(8) With Rgmrd to the requirements for the creation and the mainten 4 ce of 
recorde needed to determine the immediate previous ~ourtxa and t&8 i 
subsequent recipients of food (i.e., on8 up, on8 down) for persona Othe 

tramporters,” the FDA ehould not require any further information noi 
linked to the objectives of t&e reguktion, anch as b&n&s l&U8tiDllD1 

of the %ource” and ‘recipients.” 
(9) The FDA ehould not require manufacturing and procewiog recorda 
ngricultural products that are sold er such on the market. 
(10) Und& the ariide, it io required to maintain tie recorde amtninin 
ingmdients umd in a food product. Though the quantitative formula i! 
we euppoee it will result in a part of lzade secrete being recorded in te: 
the combination of spkee. Therefore, we regard it 8ulZdent to mai& 
racorde om Nutrition Factn, (Supplement Facte, or its equivalente in&r 
finel products). 
(11) In other rsgxalationa concerning public hemIt& eecurity and bioterz 
88 Article 907, foreign ficiLiti8s will not ba mtjject to - - 1 chargem 
adkinistrative rranctiona. It would tberafbre be appropriate in tbiu reg 
(tide 306) t0 tie the mum appmach not ko impore ang criminal chr 

e adminidrative Iheaaurem to foreign facilities~ 

I_ 
Hate 

than 
directly 
UditiOnS 

Of *e6ih 
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